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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 27 
August, 2010 has been entered. 

Status of the Claims 
Claims 1-8 are treated on the merits in this action. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Woo, US 6107290 in view of Mukherji, US 6565877. 

Woo is directed to non-crystalline cefuroxime axetil solid dispersions (title). Woo, 
examples, teaches a cefuroxime axetil granule comprising non-crystalline cefuroxime 
axetil (table 1 shows no heat absorption peak providing evidence the cefuroxime axetil 
is non- crystalline, a substantially amorphous form of cefuroxime axetil was also 
provided); tween 80 (a sucrose fatty acid ester), and cross-linked sodium 
carboxymethylcellulose (disintegrating agent). Col. 3, lines 51-58 of Woo lists water 
insoluble additives including microcrystalline cellulose, cross-linked polyvinylpyrrolidone, 
and cross-linked sodium carboxymethylcellulose. Page 5, line 11 of the instant 
application defines these ingredients as disintegrating agents. Therefore Woo teaches 
disintegrating agents as defined by applicant, see instant claims 1 and 2. Woo, 
examples 9-10 teaches the cefuroxime axetil granule further comprising a coating 
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materail and a pharmaceutically acceptable additive such as an enteric coat (compare 
instant claims 4-5. 

Woo does not expressly teach a methacrylic acid-ethylacrylate polymer as 
instantly claimed which coats the cefuroxime axetil. 

Mukherji is directed to taste masked compositions for bitter drugs, see col. 1 , 
lines 5-9. Mukherji, example 1, teaches cefuroxime axetil in combination with a 
methacrylic acid-ethylacrylate copolymer (Eudragit LI 00-55, compare instant claims 
and applicant example 1) to produce granules of cefuroxime axetil which showed taste 
masking. Mukherji teaches the taste masking compositions effectively masks the taste 
of the drug without compromising the dissolution rate and allows formulation of liquid 
dosage forms which are suitable for children and elderly people; see col. 2, Lines 20-26 
and col. 1, lines 13-31. 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to combine the prior art elements of Woo with Mukherji to 
provide a cefuroxime axetil granule composition as claimed because Woo expressly 
teaches a non-cyrstalline cefuroxime axetil solid dispersion which provides high drug 
stability and bioavailability, and Mukherji expressly teaches a methacrylic acid- 
ethylacrylate copolymer improves cefuroxime axetil dosage forms by masking the 
bitterness of the drug. One of ordinary skill in the art would have been motivated to 
improve the composition of Woo in the manner taught by Mukherji to provide the 
combined benefits of improved drug stability and bioavailability in a taste masked 
formulation. 
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Mukherji, example 1 , teaches a 1 :1 ratio of polymer to drug; Woo, claim 2, 
teaches 0.01-0.5 parts by weight of surfactant, and 0.01-2 parts by weight of 
disintegrant based on 1 part by weight of the non-crystalline cefuroxime axetil (compare 
instant claim 3). Mukherji, col. 3, lines 36-46 teaches the granules may be further 
coated with enteric polymers to optimize taste masking; effectively masking the 
remaining bitterness (compare instant claims 4 and 5). Mukherji, co.l 3, lines 29-35, 
teaches the addition of pharmaceutically acceptable excipients such as flavoring agents 
(compare instant claim 4, pharmaceutically acceptable additive). 

The amount of a specific ingredient in a composition is clearly a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ and reasonably would expect success. It would have 
been customary for an artisan of ordinary skill to determine the optimal amount of each 
ingredient to add in order to best achieve the desired results, for example 
pharmaceutically acceptable flavoring agents can be added to the coating to provide an 
appealing flavor; coloring amounts can be added to provide an appealing color etc. 
Thus, absent some demonstration of unexpected results from the claimed parameters, 
this optimization of ingredient amount would have been obvious at the time of 
Applicant's invention. 

Accordingly, the subject matter of instant claims 1-6 would have been prima facie 
obvious to one of ordinary skill at the time the invention was made, particularly in the 
absence of evidence to the contrary. 
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Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Woo, US 6107290 in view of Mul(herji, US 6565877 as applied to claims 1-6 above, 
and further in view of James, US 4865851 A. 

The teachings of Woo and Mukherji are discussed above. Woo and Mukherji 
teaches solution coating with spray drying (Mukherji) and suggests the step of 
pulverizing (example 1, Mukherji, teaches mixing the polymer and drug in a solution 
which is then dried and sized) because pulverizing is taken broadly to mean "to render 
into a dust or powder" as per its plain meaning. In Woo this is accomplished by spray 
drying the solution, in Mukherji the dried mass is "sized" to produce particles. The 
difference between the claimed method and the method as taught in Woo and Mukherji 
is that rather than dispersing the active agent in a solution of the polymer and sucrose 
fatty acid ester, the active agent is dispersed in a melt of the polymer and the sucrose 
fatty acid ester and subsequently cooled to produce the solid mass. 

James is directed to taste masked cefuroxime axetil in particulate form (abstract). 
James teaches dispersing cefuroxime axetil in a molten lipid or mixture of lipids and 
atomizing the dispersion to provide particles having integral coatings and cooling and 
collecting the coated particles, see for example James, claim 13. James claim 14 
teaches a melt temperature of 30 -80 degrees centigrade (compare instant claim 8). 

It would have been prima facie obvious to one of ordinary skill in the art at the 
time the invention was made to combine the prior art teachings of Woo, Mukherji and 
James according to known methods to yield the predictable result of providing a method 
as instantly claimed because because Woo expressly teaches a non-cyrstalline 
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cefuroxime axetil solid dispersion which provides high drug stability and bioavailability, 
and Mukherji expressly teaches a methacrylic acid-ethylacrylate copolymer improves 
cefuroxime axetil dosage forms by masking the bitterness of the drug. The teachings of 
Woo and Mukherji expressly teaches the dispersion should be reduced to fine particles 
and James expressly teaches the steps of adding the cefuroxime axetil to a melt 
dispersion, cooling the mixture and atomizing (pulverizing) as instantly claimed. One of 
ordinary skill in the art would have been motivated to apply the teachings of James to 
Woo and Mukherji because James teaches the melt-dispersion steps result in an 
integral coating which is non-porous. The non-porous coating serves to reduce the 
bitterness (improve taste masking) and prevents cefuroxime axetil from coming into 
contact with aqueous media causing the cefuroxime axetil to gel (the gel form results in 
poor dissolution of the drug and hence lower bioavailability). Accordingly James 
teaches the melt dispersion technique helps solve the same problems Woo and 
Mukherji were solving. 

Accordingly, the subject matter of instant claims 7-8 would have been prima facie 
obvious to one of ordinary skill at the time the invention was made, particularly in the 
absence of evidence to the contrary. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to WILLIAM CRAIGO whose telephone number is 
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(571 )270-1347. The examiner can normally be reached on Monday - Friday, 7:30 - 
5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax can be reached on (571 ) 272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more Information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/WILLIAM CRAIGO/ 
Examiner, Art Unit 1615 



/Robert A. Wax/ 
Supervisory Patent Examiner 
Art Unit 1615 



